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must also meet the capitalization re-
quirements specified in subpart B of 
this part. 

[58 FR 61843, Nov. 23, 1993, as amended at 59 
FR 6578, Feb. 11, 1994; 63 FR 312, Jan. 5, 1998; 
68 FR 66720, Nov. 28, 2003] 

§ 489.11 Acceptance of a provider as a 
participant. 

(a) Action by CMS. If CMS determines 
that the provider meets the require-
ments, it will send the provider— 

(1) Written notice of that determina-
tion; and 

(2) Two copies of the provider agree-
ment. 

(b) Action by provider. If the provider 
wishes to participate, it must return 
both copies of the agreement, duly 
signed by an authorized official, to 
CMS, together with a written state-
ment indicating whether it has been 
adjudged insolvent or bankrupt in any 
State or Federal court, or whether any 
insolvency or bankruptcy actions are 
pending. 

(c) Notice of acceptance. If CMS ac-
cepts the agreement, it will return one 
copy to the provider with a written no-
tice that— 

(1) Indicates the dates on which it 
was signed by the provider’s represent-
ative and accepted by CMS; and 

(2) Specifies the effective date of the 
agreement. 

[45 FR 22937, Apr. 4, 1980, as amended at 59 
FR 56251, Nov. 10, 1994; 62 FR 43937, Aug. 18, 
1997] 

§ 489.12 Decision to deny an agree-
ment. 

(a) Bases for denial. CMS may refuse 
to enter into an agreement for any of 
the following reasons: 

(1) Principals of the prospective pro-
vider have been convicted of fraud (see 
§ 420.204 of this chapter); 

(2) The prospective provider has 
failed to disclose ownership and control 
interests in accordance with § 420.206 of 
this chapter; 

(3) The prospective provider is a phy-
sician-owned hospital as defined in 
§ 489.3 and does not have procedures in 
place for making physician ownership 
disclosures to patients in accordance 
with § 489.20(u); or 

(4) The prospective provider is unable 
to give satisfactory assurance of com-

pliance with the requirements of title 
XVIII of the Act. 

(b) [Reserved] 
(c) Compliance with civil rights require-

ments. CMS will not enter into a pro-
vider agreement if the provider fails to 
comply with civil rights requirements 
set forth in 45 CFR parts 80, 84, and 90, 
subject to the provisions of § 489.10. 

[45 FR 22937, Apr. 4, 1980, as amended at 51 
FR 34833, Sept. 30, 1986; 54 FR 4027, Jan. 27. 
1989; 59 FR 6578, Feb. 11, 1994; 59 FR 56251, 
Nov. 10, 1994; 72 FR 47413, Aug. 22, 2007] 

§ 489.13 Effective date of agreement or 
approval. 

(a) Applicability—(1) General rule. Ex-
cept as provided in paragraph (a)(2) of 
this section, this section applies to 
Medicare provider agreements with, 
and supplier approval of, entities that, 
as a basis for participation in Medicare 
are subject to a determination by CMS 
on the basis of— 

(i) A survey conducted by the State 
survey agency or CMS surveyors; or 

(ii) In lieu of such State survey agen-
cy or CMS conducted survey, accredita-
tion by an accreditation organization 
whose program has CMS approval in 
accordance with section 1865 of the Act 
at the time of the accreditation survey 
and accreditation decision. 

(2) Exceptions. (i) For an agreement 
with a community mental health cen-
ter (CMHC) or a federally qualified 
health center (FQHC), the effective 
date is the date on which CMS accepts 
a signed agreement which assures that 
the CMHC or FQHC meets all Federal 
requirements. 

(ii) A Medicare supplier approval of a 
laboratory is effective only while the 
laboratory has in effect a valid CLIA 
certificate issued under part 493 of this 
chapter, and only for the specialty and 
subspecialty tests it is authorized to 
perform. 

(b) All health and safety standards are 
met on the date of survey. The agree-
ment or approval is effective on the 
date the State agency, CMS, or the 
CMS contractor survey (including the 
Life Safety Code survey, if applicable) 
is completed, or on the effective date of 
the accreditation decision, as applica-
ble, if on that date the provider or sup-
plier meets all applicable Federal re-
quirements as set forth in this chapter. 

VerDate Mar<15>2010 18:39 Nov 07, 2013 Jkt 229189 PO 00000 Frm 00503 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT ofr150 PsN: PC150



494 

42 CFR Ch. IV (10–1–13 Edition) § 489.18 

(If the agreement or approval is time- 
limited, the new agreement or approval 
is effective on the day following the ex-
piration of the current agreement or 
approval.) However, the effective date 
of the agreement or approval may not 
be earlier than the latest of the dates 
on which CMS determines that each 
applicable Federal requirement is met. 
Federal requirements include, but are 
not limited to— 

(1) Enrollment requirements estab-
lished in part 424, subpart P, of this 
chapter. CMS determines, based upon 
its review and verification of the pro-
spective provider’s or supplier’s enroll-
ment application, the date on which 
enrollment requirements have been 
met; 

(2) The requirements identified in 
§§ 489.10 and 489.12; and 

(3) The applicable Medicare health 
and safety standards, such as the appli-
cable conditions of participation, the 
requirements for participation, the 
conditions for coverage, or the condi-
tions for certification. 

(c) All health and safety standards are 
not met on the date of survey. If, on the 
date the survey is completed, the pro-
vider or supplier has failed to meet any 
one of the applicable health and safety 
standards, the following rules apply for 
determining the effective date of the 
provider agreement or supplier ap-
proval, assuming that no other Federal 
requirements remain to be satisfied. 
However, if other Federal requirements 
remain to be satisfied, notwithstanding 
the provisions of paragraphs (c)(1) 
through (c)(3) of this section, the effec-
tive date of the agreement or approval 
may not be earlier than the latest of 
the dates on which CMS determines 
that each applicable Federal require-
ment is met. 

(1) For an agreement with an SNF, 
the effective date is the date on 
which— 

(i) The SNF is in substantial compli-
ance (as defined in § 488.301 of this chap-
ter) with the requirements for partici-
pation; and 

(ii) CMS or the State survey agency 
receives from the SNF, if applicable, an 
approvable waiver request. 

(2) For an agreement with, or an ap-
proval of, any other provider or sup-
plier, (except those specified in para-

graph (a)(2) of this section), the effec-
tive date is the earlier of the following: 

(i) The date on which the provider or 
supplier meets all applicable condi-
tions of participation, conditions for 
coverage, or conditions for certifi-
cation; or, if applicable, the date of a 
CMS-approved accreditation organiza-
tion program’s positive accreditation 
decision, issued after the accreditation 
organization has determined that the 
provider or supplier meets all applica-
ble conditions. 

(ii) The date on which a provider or 
supplier is found to meet all conditions 
of participation, conditions for cov-
erage, or conditions for certification, 
but has lower-level deficiencies, and— 

(A) CMS or the State survey agency 
receives an acceptable plan of correc-
tion for the lower-level deficiencies 
(the date of receipt is the effective date 
regardless of when the plan of correc-
tion is approved); or, if applicable, a 
CMS-approved accreditation organiza-
tion program issues a positive accredi-
tation decision after it receives an ac-
ceptable plan of correction for the 
lower-level deficiencies; or 

(B) CMS receives an approvable waiv-
er request (the date of receipt is the ef-
fective date regardless of when CMS 
approves the waiver request). 

(3) For an agreement with any other 
provider or an approval of any other 
supplier (except those specified in para-
graph (a)(2) of this section) that is 
found to meet all conditions of partici-
pation, conditions for coverage, or con-
ditions for certification, but has lower- 
level deficiencies and has submitted 
both an approvable plan of correction/ 
positive accreditation decision and an 
approvable waiver request, the effec-
tive date is the later of the dates that 
result when calculated in accordance 
with paragraph (c)(2)(ii)(A) or 
(c)(2)(ii)(B) of this section. 

[75 FR 50418, Aug. 16, 2010] 

§ 489.18 Change of ownership or leas-
ing: Effect on provider agreement. 

(a) What constitutes change of owner-
ship—(1) Partnership. In the case of a 
partnership, the removal, addition, or 
substitution of a partner, unless the 
partners expressly agree otherwise, as 
permitted by applicable State law, con-
stitutes change of ownership. 
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